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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 



1. 



This Office action is in response to the communication filed on 12/7/2009. 



2. 



Accordingly, claims 60-64 and 69-70 are pending in this present application. 



Claim Rejections - 35 USC § 102 



3. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 60-62, 64, and 69-70 are rejected under 35 U.S.C. 102(b) as being anticipated by 
March et al 5,306,250. 

Claims 60-62: March et al disclose a method for delivering a drug to a blood vessel 
lesion, said method comprising: inflating a balloon 46 to radially expand a scoring structure 
comprising metal scoring elements 56 carried by said balloon (fig. 2), wherein the balloon 
inflation engages the scoring elements against stenotic material in the lesion 28 to radially 
penetrate the stenotic material (see col. 3, lines 34-46); and releasing a drug (see col. 4, lines 14- 
26) into the scored lesion to enhance delivery into the vessel wall; wherein the drug is carried by 
the balloon 46 as a platform, and wherein releasing comprises embedding the drug through the 
stenotic material into the vessel wall (see col. 4, lines 14-26). 

Claim 64: March et al disclose the drug is present in a drug containing polymer (col. 5, 
lines 43-50). 



Application/Control Number: 1 0/8 1 0,330 Page 3 

Art Unit: 3731 

Claims 69-70: March et al disclose the metal scoring elements are included in a scoring 
cage 54 slidably carried to the balloon, where the scoring elements in the scoring cage are 
arranged helically 56 over the expansible balloon. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 63 is rejected under 35 U.S.C. 103(a) as being unpatentable over March et al. With 
regard to claim 63, March et al disclose the invention substantially as claimed, but he is silent 
regarding the drug is present in capsules. It would have been obvious to one having ordinary 
skill in the art at the time the invention was made to modify the drug which is present in 
capsules, since it has been held to be within the general skill of a worker in the art to select a 
known material on the basic of its suitability for the intended use or as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. 

Claims 60-64 and 69-70 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Ruiz 5,868,779 in view of Dror et al 5,102,402. 

Claim 60: Ruiz discloses inflating a balloon 12 to radially expand a scoring structure 
comprising metal scoring elements (item 14, see col. lines 21-28) carried by said balloon (fig. 3), 
wherein the balloon inflation engages the scoring elements against stenotic material in the lesion 
28 to radially penetrate the stenotic material (see col.2, lines45-66). Ruiz does not disclose 
releasing a drug into the scored lesion. However, Dror et al teach releasing a drug into the 
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scored lesion (see col. 2, lines 31-37) in order to produce affecting drugs or diagnostic materials 
exactly where it is needed. Therefore, it would have been obvious to one of ordinary skill in the 
art to modify the method taught by Ruiz with the releasing a drug into the scored lesion as 
suggested by Dror so that it too would have the same advantage. As to claims 61-64, Dror 
teaches the drug is carried by the balloon 12 as a platform, where the drug is present in capsules 
16 or in a drug containing polymer (see col. 2, line 1 1). 

Claims 69-70: Ruiz discloses the metal scoring elements 14 are included in a scoring 
cage (fig. 3) slidably carried to the balloon, where the scoring elements in the scoring cage are 
arranged helically 56 over the expansible balloon. 

Response to Arguments 
5. Applicant's arguments filed 12/7/2009 have been fully considered but they are not 
persuasive. Applicants state that The March device fails to suggest a balloon is expanded by 
inflation and does not teach a scoring element that can either engage or penetrate stenotic 
material. Examiner disagrees. In fact, as seen in figures 1-3 of March discloses a balloon 46 
(see col. 5, lines 55-57; col. 6, lines 1-5) is expanded by inflation and does teach a scoring 
element 56 that can either engage or penetrate stenotic material (see col. 6, lines 1-15, and lines 
38-41). Furthermore, the applicants failed to point out any arguments regarding to the rejection 
of claims 60-64 and 69-70 as being unpatentable over Ruiz in view of Dror. Therefore, the it is 
taken as admission that the above rejections can still sustain and claims 60-64 and 69-70 as being 
unpatentable over Ruiz in view of Dror also stand. 
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Conclusion 

6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Victor X. Nguyen whose telephone number is (571) 272-4699. 
The examiner can normally be reached on M-F (8-4.30 P.M). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, AnhTuan Nguyen can be reached on (571) 272-4963. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/VN/ 

Examiner, Art Unit 373 1 
3/10/2010 

/Gary Jackson/ 
Supervisory Patent Trainer 
TC3700 
March 14,2010 



